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BRIEF SUMMARY 


INDICATIONS: FEMSTAT® (butoconazole 
nitrate) vaginal cream 2.0% is indicated 
for local treatment of vulvovaginal mycotic 
infections caused by Candida species. 
Confirm the diagnosis by KOH smears and/ 
or cultures. FEMSTAT can be used with oral 
contraceptives and antibiotics. It is effective 
in non-pregnant women and during the 
second and third trimesters of pregnancy. 


CONTRAINDICATIONS: FEMSTAT is con- 
traindicated in patients hypersensitive to 
any of the ingredients. 


PRECAUTIONS: General: If clinical symp- 
toms persist, repeat microbiological tests to 
rule out other pathogens and confirm the 
diagnosis. Discontinue drug if sensitization 
Or irritation occurs. 





Information for the Patient: Do not discon- 
tinue prematurely during menstruation or 
because of symptomatic relief. 


Carcinogenesis: Animal studies have not 
been done. 





Mutagenesis: Mutagenicity studies were 
negative. 

Impairment of Fertility: Animal studies 
showed no impairment of fertility. 


Pregnancy Category C: Adverse effects 
were noted in animals treated with high 
oral doses. No studies were done in women 
during first trimester. Patients in the second 
or third trimester have shown no adverse 
effects attributable to the drug. 


Nursing Mothers: Use with caution. 


Pediatric Use: Safety and efficacy have not 
been established. 


ADVERSE REACTIONS: Vulvar/vaginal burn- 
ing in 2.3% of patients, vulvar itching in 
0.9%, discharge, soreness, swelling, itching 
of fingers each in 0.2%. Complaints caused 
1.6% to discontinue drug. 


DOSAGE AND ADMINISTRATION: 
Non-pregnant Patients: The recommended 
dose is one applicatorful of cream (approxi- 
mately 5 grams) intravaginally at bedtime 
for three days. Treatment can be extended 
for an additional three days if necessary. 





Pregnant Patients (second and third trimes- 
ters only): The recommended dose is one 
applicatorful of cream (approximately 5 
grams) intravaginally at bedtime for six days. 


CAUTION: 
Federal law prohibits dispensing without 
prescription. 
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